Design and statistical aspects of the management of clinical trials to assess antihypersensitivity product efficacy.
This paper discusses the design of clinical trials for testing the efficacy of therapeutic products for hypersensitive teeth with emphasis on statistical considerations. The preparation of a proper protocol is essential to the successful outcome of any clinical study. Key considerations in this regard are the criteria for patient selection, the size of the sample, the method of stratification of subjects into various test and control groups, the methods to be used for assessing sensitivity, and the statistical treatment of the data generated. The importance of other factors such as the requirement for a quiet, relaxed atmosphere and allowing adequate time for the examiner to establish a rapport with the subject, and the need to comply with institutional review board regulations, are stressed.